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of you: invento=its 

Brtssltr, Acting Diztctt:, 

5600 Fishers 
Rockvillt, m 20857 

Sincere1 yTlf;S, 
Mary K. i 
District Director 

l/9/55 
DIALOG(R)Fi1+ 158:DIOGEN= 
lc) 1996 DIOGENES. al zfs. rtserv. 

00026054 00185486 
REml,,A!roRY LETTER 4/24/8S'TO BARTH VITAMIN: OH&A COMPLEX TABLETS 
DRUG BRAND NAM%(S): BARTH'S DHEA COMPLEX 
DRUG GENERIC NAWE: D,HyDROEPIANDROSTERONE. DHEA 
SOURCE: FOI SERVICES WLL TE%'T (ET). 
DOCUXENT TYPE: REGULATORY ACTION (REG) 
PUBLICAIION DATE: 850424 

~~~LASmcIN, PRESIDENT 
BARTH VITBHIN CORPORATION 
270 WEST HERRItKRORD 
ILuLEy STREAN, NEW YORK 11S82 . . ._. 

DERRMR. AS-N: .* . 
IT 'OUR INFORMXTION THAT YOUR FIRM IS DISWBUTING THE PROiiUCP‘D;tEA 

: :_ 

7 “Wl 
PURSUANT 

'ING 
' ="TTION 201(p) OF T?tE ACT AND NO APPROVAL OF AN APPLICATION FILED- 

,,;T%‘Y OF THE DRUG KRNUFACTURED OR RECEIVED 
H Fi& i5s--*Lvz= (lij'-MONTHS. 
mw =='--TE OF. THE SIZE AND FREQUENCY OF SHIPMENTS MAOE BY YOU IN THE I 

WIT% 

3) AN ESTINATi OF THE AMOUNT OF THE DRUG THAT IS IN INVENTORY UNDER YOUR 
!lTROL AND OF THE AUOUNTS THAT REMAIN IN CWWNELS OF DISTRIBUTION OUTSIDE 
~~URv~~NTROL. 

DATE OP TUF! vntt uavr r~LtuGDy 
IG PRODUCT. 

r..rr..r*"FI mrrn n&ardCT TO THE DISPOSITION OF YOUR INVENTORI= 
iiDING STOCKS IN TRAOE CKANNELS. 
LPLY- SHOULD 82 DIRECTED TO MR. CLRA&NCE L. UALTROUS, DIRECTbRe 

. 

‘... 
r:‘ 



n 

e 

COH~LI;LVC& BRANCH, AT THE RBOVE ADDRESS, UITH A COPY Ta: 
=Tm T. AU&R, NATIONAT. COORDINATOR 
DRUGS ;wD BIOLOGICS FWtUD SMCH (H5J-316) 
DIVISION OF DRUG LJBELING COn,?LT;\h'Cs 
CENTER FOR DRUGS AND SXOLOGICS 
5600 FISHERS LANE 
ROCK'RLLE;, M) 20857 
SINCERELY YOURS, 
GEORGE J. GERS'I'ENBERG 
DISTRICT DIRECTOR 
FOOD AND DRUG iUIMINISTR= 'ION 

l/9/56 
DIALoG(R)F~~~ 15S:DIOGENES 
(c) 1996 DIoG&N&S. All rfs. restm. 

00026053 00185495 
REGULATORY LETTER 4/24/8S TO BEDFORD VITAMIN: BEDFORD DHEA COHPLEX 
DRUG BWWO M(S): BEDFORD DHER COHPLEX 
DRUG GENERIC NRHE: DHER COMPLEX. DEHYDROEPIANDROSTERONE 

BEDFORD VRLL&Y STREAM, NEUYORR 
,t:i$f$? %%&RVICES R3L.L TEXT In) . 
DOmNT TYPE: REGULATORY ACTION IREG) 
~fCATION DATE: 850424 

DEARMR. ASB=N: 
IT IS OUR INFORMATION TBAT YOUR FIRU IS DISTRIBUTING THE 'PRODUCT 

‘: . 
,-G..r-l’ 
.-_.. . . 

NEANING 
OF SECTION 201&l OF THE ACT AND NO APPROVAL OF AN APPLICATION FILE0 

PURSURNT 
TO SECTION 505(b) IS EFEZCTIVE FOR SUCH DRUG, AND NO NOTICE OF CLAfHEo 

IN'JESTIGATIOKRL EXEMPTION UNDER SECTION SOS(i) AHD REGULWION 21 Cm 312.1 
IS ON ML& FOR SUM DRUG. 

SECTION 502(f) (1): T~~~fcx.+z Is HISBRANDED m~um THE LABELING muw 
TO B&AR ADEQUATE DIRECTIONS FOR USE FOR TfIE CONDITIONS FOR WHICH IT IS 
OFFERED AND IT IS NOT EXEHPT FROMTHIS REQUIREMENT UNDER REGULATION 21 CRI 
201.115 SINCE THE RRTICLE IS A NEW DRUG WITHIN THE KEANfNG OF SECTION 
201( 

F 
] AND NO APPROVAL OF RN APPLICATION FILED PURSUANT TO SECTION 503(b) 

IS E FECTIVE FOR THIS ARTICLE. 
U& REQUEST TrtAT YOU REPLY UITliIN TEN (10) DAYS OF YOUR RECEIPT OF tltlS 

LETTER STATING THE ACTION YOU UILL TAKE TO DISCONTINUE THE WAAKETING OF 
THIS DRUG PRODUCT. IF SUCH CORRECTIVE ACTION IS NOT PROMPTLY UNDERTAKEN, 
THE FOOD AND DRUG ADMTNISTRATION IS PREPARED TO INITIATE L&G% ACTION TO 
ENFORCE THE -. THE m PROVXDES FOR SEIZURE OF ILL&GAL PRODUCTS AND 
INJUNCTION WNST THE MF'A-R OR DISTRIBtPTOR OF ILL&GAL PRODUCTS (21 
U.S.C. 332 AND 334) 

UE REQUEST TX&T YOUR REPLY INCLUDE: 
11 AN ESTIKATE OF THE QUANTITY OF THE DRUG KANUF ACTUREDOR RECEIVED 

WITHIN THE PAST TKEL'fE (12) MONTHS. 
2) AN ESTImTE OF T?iE SIZE AND FREQUENCY OF SXIPHEKTS MADE BY YOU IN THE 

PAST (12) MONTHS. 
3) AN ESTImTE OF THE MOUNT OF THE DRUG THAT IS IN INVENTORY UNDER YOUR 

CONTROL AND OF THE AMOUNTS TRAT REMAIN IN CHANNELS OF DISTRIBUTION OUTSIDE 
OF YOUR CONTROL. 

THAT YOU HAVE AtRLAoY 

:ON OF YOUR INVENTORIES 

L . URLTROUS, DIRECTOR, 
TO: 

THE DATE OF DISCONTINUANCE IN THE &V&NT 
DIS:kNTINUED WKETING OF THIS DRUG PRODUCT. 

5) YOUR INTENTION WITH RESPECT TO THE DISPOSITI 
AND OV1ISTANOING STOCKS IN TRADE CHRMSELS. 

YOUR REPLY SHOWLD BE DIRECTED TO tfR. Cm&NC& 
COMPLIANCE BRANCH, AT THE ABOV& ADDRESS, WITH A COPY 

ARTHUR T. RUER, NATIONAL COORDINATOR 
DRUGS AND BIOLGGICS FRAUD BRANCH (HFN-316) 
DIVISION OF DRUG LRBELING COMPLIANCE 
CENTER FOR DRUGS AND BIOLOGICS 
5600 FISHERS LANE 
ROCKVILL&, HD 20657 



SINCSRELY YOURS, 
G&ORG& J. GERSTENBERG 
DISTRICT DIRECTOR 
FOOD AND DRUG ADMINISTRATION 

c, 

_... ; . 
c 

D%t:R)Filt 15E:DIOG&X&S 
ICI 1996 DIOGENES. All Its. rtstrv. 

00026047 00185479 
i/9185 Tb VITBMIN RESMCH: DH?ZA 15 

: FORNIA 

REGULATORY LETTER 5. _. -- 
DRUG BRAND NAME(S): DH&A ii 
DRUG GENERIC NAHE: DHEA. DEHYDROEPIANDROSTEROHE 
COMP~ M: VITAMIN R&S&ARCH HOUNTIUN VIEW, CALI 
SOURC&: FOX S&RVIC&S NLL TEXT ImJ. 
DOCUNENT TYPE: R&-TORY ACTION IREG) 
PUBLICATION DATE: 850509 
TEXT : 
VITAMIN R&S&ARCH PRODUCT 

2044 OLD MIDDLEFIELD WAY 
MOUNTAIN “Iwgg” 
ATTEUTIfiur' . PRESIDENT __---- 

:;--+I%-& @i&i& PRODUCTS DX&A 1% 

ClTnu THE ARTICLE IS A N&W DRUG WHICH KAY NOT BE IXTRODUtiD OR , ___ _-_----- 
D&L:~rrTo-~F~a-i~nDU=IaU INTO-IN%ERSTAT& COFNERCE UNDER SECTION SOSfaJ OF .- .-.-- . -.- -.-..---------- _____ _.._ --~~_.~-- - ..--. ~~ ~. 

?iEw 
5 ,IN;DERRt FOOD, DRUG AND COSHETIC ACT, SINCE IT IS A NEW-DRUG WITHIN-TX& 

OF -_- ____. -__ .C. -- -.~- ’ SEC&ON 2011mJ OF TXE ACT AND NO APPROVAL OF AN APPLICATION FILED 
PURSUANT . 

TO S&~ION SOS(b) I$ EFFECTIVE FOR SUCH DRUGS. AN& NO NOTXCE OF CLPUHED 
INVESTIGATION EX&MPTI -~_--._- 
ik ON FILE FOR SUCH DRUC 

--__ ---__ -_.---- _-~_ _ ~-~ 
gil-iIi%-SECIION SOS(i) AxD R&-ION 21 tiFR 312.1 

: iRTICL&S ARE HISBRAXDED IN THAT THE LIBELING FAILS 
TO 

SECTION 502(f) ll):aT~eyaEls--- 
BEAR AD&Q=- FOR USE FOR THE CONDITIONS FOR UHICH IT IS 

OFFER&D IN IT m-a..-* ii--PR%i’i~i%ii%- WRUU, AND TX&f ARE NOT EXEJ4PT FROM THIS 
ii&ME& UNDER 

.-ULATION 21 CFR 201.115 SINC& TX& ARTICLES AR& N&X DRUGS UITHTN TX& 

'xNgECpION 201( 
SESION 505(b) IS E e 

) AND NO APPROVAL OF AX APPLICATION FILED PURhNT TO 
FEmIV& FOR TXESE ARTICLES. 

WE REQUEST TKAT YOU R&PLY WITHIN T&N (10) DAYS OF YOUR RECEIPT OF THIS 
L&mER STATING THE ACTION YOU WILL TRKE TO DISCONTINUE TX& MIRK&TING OF 
THIS DRUG PRODUm. IF SUCH CORRECTIVE ACTION IS NOT PROMPTLY UNDERTAJCEN, 
THE FOOD AND DRUG ADKINISTRATION IS PREPARED TO INITIATE LEGRL ACTION TO 
ENFORCE THE LAY. TX& ACT PROVIDES FOR SEIZURE OF ILLEGAL PRODUCTS AND 
INJUNCTION AGJUNST TX& XANUF'ACTVRER OR DI!iZRIBUTOR OF ILL&= PRODUCTS (21 
U.S.C. 332 AND 334) 

WE REQUEST THAT YOUR REPLY INCLUDE: 
1) AN ESTImTE OF TX& QUANTITY OF THE DRUG WWUFACTURED OR RECEIVED 

WITHIN THE PAST TWELV& 112) MONTHS. 
2) AN ESTIMRTE OF THE SIZE AND FREQUENCY OF SXIPHfNTS HRD& BY YOU IN TX& 

PAST (12) MONTHS. 
3) AN ESTINATE OF THE AMOUNT OF THE DRUG TXAT IS IN INVENTORY UNDER YOUR 

CONTROL AND OF TXE AMOUNTS THAT REWUN IN CXANNELS OF DISTRIBUTION OUTSIDE 
OF YOUR CONTROL. 

41 THE DATE OF DISCONTINUANCE IN TX& EVENT TXATYOUXAVEALREADY 
DIS~bNTIXUED MKETING OF THIS DRUG-PR6DUCT. 

5) YOUR IXTENTION WITH RESPECT TO THE DISPOSITION OF YOUR IWENTORiES 
ANDO~S;AN~;NG STOCKS IN TRADE CXANN&LS. 

SXCWLD BE DIRECTED TO MR. RONALD G. FISCHER, DIRECTOR, .---- -.-- -- -__---- 
COMPLIANCE BRANCH, AT Tiii ABOVE ADDRESS, it%4 A COPY TO: 

ARTHUR T. AU&R, NATIONAL COORDINATOR 
DRUGS AND BfOLOGICS FRAUD BRANCH (HFN-3161 



: 

00026133 00185761 
REGULATORY LEITER 3/28/86 TO WSHIRE: D.H.E.A. COUPLEX, THE PAT FIGHTER 

PP: 3. 
DRUG BMND MIS): D.H.E.A. COMPLEX. THE FAT FIGHTER 
DRUG GENERIC NAMZ: D&XYDROEPIANDROSTERON&. DHEA 
COMPANY NAME: DCSXIRI: CHICAGO, XLLINOIS 
souX&: FOI SERVICES Nu TEXT (=I . 
DOCUMENT TYPE: REGULATORY ACTION (REG). 
~vBLIUITION DATE: 860328 
TEXT: 
rfr. Donald Oppenhaim 

Doshire, Inc. 
3441 W. Xontrose 
Chicago, Illinois 60613 

Prod&t: D.H.lE.A. Complex, The Fat Fighter . 

meaning . . . 
of section 201(p) of the Act and no approval of an l pplication'filed 

pursuant 
to Section 505(b) is tffective for such dru s , and 8x0 notice of claimed _ 

investigational txemption under Stction 505[i 3 

fi1:t5Z0P40$Xil: 

and Regulation 3l2.1 is on 

The articles are misbranded in that the labeling 

ffil~ff%td 
bear adeguatt directions for use for tht conditions for which it 

in its promotional material and they are not exempt from this 
rtquirement undtr 

RegtdatiOn 21 Cm 201.11s since the articles are new drugs uithin the 
mtanzn 

of 9 cction 201 and no approval of an application filed pursuant to 
section SOS(b) is effective for these articles. 

We request 
letter stating 

that you r+pLy within ten (10) days of your receipt of this 
the rction 

this drug product 
you will take to discontinue the marketing of 

and any other 
such corrective action is not 

applicable 
pr 

Administration is prepared to initiate ““f 
tlY 

drug which you may mtrktt. If 
undertaken, the Food and Drug 
action to enforce the law. The 

Ftdtral Food, Cosmetic 
tgal 

in$%.i%da ainst the manufacturtr or distributor of illegal 
Act provides for SeftUrt of illegal 

products or 
products (21 USC 332 and 3 3 4). 

WC request that yozz rt 
11 An estimate rl 

ly inclu+: 
t t quantity of the drug manufactured or rtctivtd 

within tht past twelve (121 months. 
21 Pn estimate of the site and frequency of shipments made by you in the 

past tutlve (12) months. 
3) An eSti.fUatt Of the amount of the drug that is in inVtntOry under your 

control and of the amounts that remain in channels of distribution outside 
of your control. 

Tht date 
dis%tinutd mark&g 

discontinuance in the event that you have already 
this drug product. 



t 

DIVISION OF DRUG LABELING C3pIp 
CENTER FOR DRUGS PND BIOLOGICS 
5600 FISHERS LAW 
ROCKVIU, KD 20857 
SINCERSLY YOURS, 
RONALD H. JOKNSON 
DISTRICT DIRECTOR 
SAN FWUXISCO DISTRICT 

'LIXKS 

l/9/58 
DIALOG(R) Filt 158:DIOGENES 
(cl 1996 DIOGENES. All rtf. reserv. 

00026045 00185471 
REGULATORY LETTERS 4/U/85 TO GENERAL NUTRITION. LIFE EXTENSION, POST- 

TEL,BLRANDAn:D= 
DRUG BRAND - ts) : DKEA 
:;;:sNERFW-NAME: DEKYDROEPIANDROSTEROHE . GENERAL NUTRITION PITTSBURGH, PENNSYLWWIA LIFE EXTENSION 

~~;A~-, l WiIFORNIA LfTT; EXTENSION HOLLWOOD, FLORIDA POST-T&L FORT 

FLORIDA ' 
FLORIDA 8. C R POHPANO BEACH, FLORIDA ATHENA POHPANO BEACA, 

s~~&~FOI&RVICES Tuu TEXT (fi) . REGULMORY ACTION (REGI 
p~~IcxT10N DiTE: 850400 
TEXT: 
a. car Daum, President 

Gtntrt 1 Nutrition Corporation 
921 penns 

ii 
lvania Avtnue 

Pittsburg , Pennsylvania 15222 

Re: &ife Expander Fat Fighttr With D.H.E.A. .( _, . . 
Dear Mr. Dak '; ',-. . -_: 

. 
, .* . ..: '~ . . 

It ii-, our infomution that your firm is distributing/manufactu&g the 
product %ife Expander Fat Fi hter' 

z 
with D.H.E.A. The label for the product 

that ft contains de ydrocpiandrosterone (DUEA). The label for the 
$ZZt also statts that At is useful as a .: - 

The ingrtditnt, 
wFat/Fightera. ' 

dehyroepiandrosttront (DH&AI, ;LS classtd as l *s&oidal 
horxaont and thtrefore when intended for drug use is rcgardtd as t drug. 
within tht mttning of stction 201(g) Of the Federal Food, Drug and Cosmetic 
Act. 
tfftct%%k t%%ove rtferenctd claimt or an 

this drug is not generally rtco 
P 

zed as safe and 
other c aims, it is a mu 

druu u$ewn z$t meznin~~;b section 201( (a) of the Act. 

D.H.&.A:, as a drug, 
tife Expandtr Fat Fight& with . 

Cosmetic Act a1 fOllOWS: 
is in ViOlatiOn of tht federal Food, Drug and 

Section SOS(a): *Tht article is a new drug which may not be introduced or 
delivered for introduction into interstate connaerct undtr section SOS(a) of 
the Fcdtral Food, Drug and Cosmetic Act, sinct it is a new drug within the 
-p9 

section 201(p) of the Act and no approval of an application filtd 

is effective for such drugs, and no notice of claimed 
exemption under section SOS,(i) and regulation 312.1. is on 

Section 502(f) (11: Tht article is misbranded in that,the labeling fails 
to bear adtquatt directions for use for the conditions for which it is 
offered in its promotional material and it is not txcmpt from this 
requirement under 

regulation 21 CFR 201.115 since the l rticlt is a new drug within the 
meantng of section 201 and no l p roval of an application filed pursuant to 
section 505(b) is effective for t L a article. 

We rtquest 

%Y 
stating 

thtIzt y;~~fzgly within ten (10) d?ys of your receipt of this 

drug product 
you ~~11 take to d&rcontinue the rntrktting of 

and any othtr applicable drug which you may ttarktt. If 
such corrtcriv+ action is not pro tly undtrtaken, 

*rl 
the Food and Drug 

E;:iitr;E$y zs prtptw;d to xni+att egal action to enforce the law. Tht 
Cosmetx Act provides for seizure of illtgal 

products or *in~%ion a ainst the manufacturer or distributor of illegal 
products (21 USC 332 and 3 s 41. 

We request that your re 
1) An estimate of E 

ly include: 
t t quantity of the drug manufactured or received 

within the past tuclvt (121 months. 
2) An tstimact of the size and frequency of shipments made by YOU in the 

past tutlvt J12) months. 
3) An tstunatt of the amount of the drug that is in invtntory under Your 



c 

p 

control and of the amounts that r-in in channel5 of distribution outside 
ot y cantrol. 

The da.tc 05 dis?ontinuance in the even: 
dis;mtznucd +rkct+ng t&r drug prod=:. 

that you have already 

Your rnrentron 
and outstandin 

ulth respect to the disposition of your invento=ies 
stocks in trade channels. 

Your zepl ould be directed to Larry E. OrasSee, Directo: of Compliance 
Branch, wit copy to: 

Arthur t. Aucr, National Coordinator 
Drugs and Biologics Frpud Branch (KM-3161 
Divzsion of Drug Labelzng Compliance 
office of Co Lance - Center for Drugs and BiOlOgiCS 
5600 Fishers Tant 
Rockville, Maryland 20857 

Very truly youxs, 

Lorcn Y. Sohnson 
District Director 
Philadelphia District 

Saul Kent, Vice President 
Life Extension Clinics, Inc. 
201 ocean Avenue 
Santa Uonicr, California 90402 

Product: DHEA Complex 

Dear Hr.' Kcat: . 

It is our information thai 
referenced shove. The label for t Ki 

our firm is distributing the product 

!dehydroepiandrosteront). 
s product states that it cont8ins DHEA 

The labeling also states that tlat product ... 
. ..ancreases 

hrt~ 
.pe rate at which food is converted into cnetgy,.r8ther tha . .- 

body fat , "8a 8nti-obcsft and an anti-cancer agent... it au 
- aging agent as uell”, aad 4 7 

be an . 
locks lipogentris (fat foaaulation -. -:-:. 

The .aagredzent, dehyroepiandrosterone (D-1, is classed as a steroidal.- s - .' 
hormone .and thcrtforc when intended for drug use is regarded 8s 8 drug ;. '1.. 
withinF~r:h~raning of section 201(g) of the Federal Food, Drug 8nd Co8xuetic? 
Act. is not generally reco 
cffect+vc fo; t?%ov?%fe%%ed clafmt or an P 

ted as safe and 
other c aims, it is a new 

dru,g u+i;$ ,'E" meaaing of section 201( (aI of the Act. 
the above, the Complex, as a d&.'is in 

viol8tion of the Federal Food, Drug and Cosmetic Act as follows: 

Section SOS(a): The article is a new drug which nmy not be introduced or . 
delivered for introduction into interstate coxaerce under section 505(aI of 
the Federal Food, Drug and Cosmetic Act, since it is a new drug within the 

me:2ing section 201 (pl of the Act and no approval of an application filed 
pursuant ' 

to section SOS[b) is effective for such dru s, and no notice of claimed 
investigational exeqtfon under section SOS{1 P and regulation 312.1 is on 
file for such drugs. 

section 502(f) (11: The articles are misbranded in that the labeling 
fails to bear adequate directions for use for the conditions for which it 

offered in its 
&uircment under 

promotional materfrl and it is not exempt from this 

regulation 21 CFR 201.115 since 
meanrng of section 201 and no l p 

R 
roval 

the article is a new drug within the 
of an application filed pursuant to 

section SOS(b) is effective for t ese articles. 

lekr 
request 

stating 
that you rtply within ten (10) days of your receipt of this 

the action you will take to discontinue the marketing of 
this drug product and any other applicable drug which you may market. If 
such corrective action is 
$z;;f;;tr;E;r is prepr;zd to 

“05 pro 
T 

tly undertaken, the Food and Drug 

'inf;$tion a 

rnzfiiatc action to enforce the law. The 
Cosmetic 

egal 
Act provides for seizure of illegal 

products or 
4 

ainst the manufacturer or distributor of illeg81 
products 121 USC 332 and 3 4). 

WC request that your LC 
1) An estimate of R 

ly include: 
t c quantity of the drug manufactured or received 

within the past tuelvc (12) months. 
21 Rn estimate of the size and frequency of shipments made by you in the 

past twelve (12) months. 
3) An estimate of the amount of the drug that is in inventory under Your 

control and of the amounts that remain in channels of distribution outside 
cf your control. 

41 The date of discontinuance in the event that you have already 

. . 



dis;qat:gzzd Frktting thi$d:ug pttduct. 
xwznt&on respect to the disposidon of youc invento=ies 

and outstanding stocks in trade channels. 
Your reply should bt directed to Hartin E. Katz, Cozz#ianc+ Office=, 

Orlando DlStriCtr 7200 Lake Elltnor Drive, Suite 120, Orlando, Florida 
32809, 

teltphonc 305-8~5-0900, with a copy to: 
Arthur E. Aver, National Coordanator 
Drugs and BiOlOgiCs Freud Branch (HRJ-316) 
Division of Drug Labeling COEpllanCc 
office of Co lzanct 

Tan* 
- Center for Drugs and Biologics 

5600 Fishers 
Rockville, Maryland 20857 

Very truly yours, 

Adam J. T~jil10 
District Director 
Orlando District 

William J. F&loon President 
Life EXfenSiOn Chaics, Inc. 
2835 Hollywood Boulevard 
Hollywood, Florida 33022 
Product: DHEA Complex 

Dear Hr. F&loon: 

It is “o~govnformation that 
rcf ertnced The label for t L 

our firm is distributing the product 

~dthydrotpiandros~erontI. 
s product states that it contains DKEJ4 

The labeling also 
. ..mcreases 

Section SOSta): The article is a new drug which amy not be introduced or 
b&ivertd for introduction into interstate coamercc under section SOS(a) of . 

Federal Food, Drug and Cosmetic Act, 

mt:ling 

since it is a new drug within the 

section 201(p) of the Act and no approval of an application filed -- -- pursuant 
section 

in%igational 
SOS(b) is effective for such dru s, 

exemption under section SOS{1 f 
and no notice of claimed 

file for such drugs. 
and regulation 312.1 iron 

Section 502(f) (11: The articles 
fails to bear adequate directions 

are misbranded in that the libeling 
for use for the conditions for which it 

is offered in its promotional material and it is not txtrapt from this 
requirement under - 

rtaulation 21‘ CER 201.115 since the article is a ntu druu within the 
w-- ~~ ~~ ~~ mtanang of section 201 and no ap 

t 
roval of an application filed-pursuant to 

section SOS(bl is effective for t est articles. 

leZerre%Zng 
that you reply within ten (101 days of your receipt of this 

the action you will take to discontinue the marketing of 
Oki,: drug product 

corrective 
and any other applicable drug which you auy market. If 

action is not pro the Food and Drug 
Administration is prepared to initiate "f 

tly undertaken, 

Federal Food, 
egal action to enforce the l&u. The 

products or in~%!ti%da 
cosmetic 
ainst 

Act provides for seizure of illegal 

3 
the manufacturer or distributor of illegal 

products (21 USC 332 and 3 41. 
We request that your rt ly include: 
1) An estimate of f: t c quantity of the drug manufactured or received 

within the past twelve (12) months. 
2) An estimate of the site and frequency of shipments made by you in the 

past twelve (121 months. 
3) An estimate of the amount of the drug that is in inventory unde) your 

control and of the amounts that remain in channels of distribution outside 
of your control. 

4) The date of disFontinuancc in the event that you have already 
dis;;ntxnued ?arktt+ng th+s drug product. 

Your Intentron urth respect to the disposition of your inventories 



c 

and outs=anding stocks in trade chaZ~teh. 
Your should be d$rec:ted 

- 
k&do %%ct, 

to Uartix E. Katz, Compliance 02fice:, 
7200 Lake Ellenor Drive, Suite 120, Orlando, ?lorlda 

tel&phont 30%855-0900, with a copy to: 
Arthur E. Autx, National Coordinator 
Drugs and Bltologics Fraud Branch (HM-3161 
Divzsion of Drug Labeling Co~lrancc 
office of Co 
5600 Fishers "E, 

lrance - Center for Drugs and Biologics 
ant 

Rockvil.le, Maryland 20857 

Very truly yoursr 

Adam J. TrujillO 
District DiEtCtOr 
Orlando District 

Edward G. Astin, Jr., President 
Post-Tel StNiCeS, ItiC. 
2946 Northvest 60th Stttet 
sort Lauderdale, Florida 33309 

Product: Ever-Thin with Estron D 

. 

Dear t4r. Attin: 

. 
Section 505 (aI : The rrticlle is 8 new drug whtch'nuy not be introduced or 

delivered for introduction into interstate comaercc under section SOS(a) of : 
the eFedcral Food, Drug and Cosmetic Act , since it is 8 aebf drug uithia the 
meaning 

section 
pu%ant 

201 IpI of the Act and no rpprov81 of an 8pplicrtfoa f&d 

to section SOS(b) is effective for such dru t, rnd no notice of tl8Amtd 
investigation81 txtmption under section SOSti 7 
f"1~tE~50iYiio~~?~i~: 

and regulation 312.1 is oa 

The articles art misbranded in that the labeling 
fails to bear adequate directions for use for the conditions for which it 
is offered in its promotional mattrial and it is not exempt from this 
requirement under 

reeation 21 CER 201.115 since the article is a new drug within the 
meanang of section 201 and no ap 

R 
roval of an application filed pursuant to 

section SOS(b) is effective for t es+ articles. 

l&r 
request 

stating 
that you reply within ten (10) days of your receipt of this 

the action you will take to discontinue the marketing of 
this drug product 
sucg corrective 

and any other applicable drug which you may market. If 
action is not pro the Food and Drug 

;~t;fftraf~~~n is prtptnf;d to xnitiate "f 
tly undertaken, 
egal action to enforce the law. The 

Cosmetic Act provides for seizure of illegal 
products or 'in$%ion a 

s 
ainst the manufacturer or distributor of illtg81 

products (21 USC 332 and 3 41. 
We request that your 
1) Rn estimate of 

rt ly include: 
R t t quantity of the drug manufactured or received 

within the past twelve (12) months. 
2) An estimate of the site and frequency of shipments made by you in the 

past twelve (12) months. 
31 An estimate of the amount of the drug that is in inventory under your 

control and of the amounts that remain fn channels of distribution outstde 
of your control. 

4) The date of: discontinuance in the event that you have already 
dis;mt$m;:d x?arketrng th+s drug product. 

intention urth respect to the disposition of your inventorits 
and outstanding stocks in trade channels. 



Your reppon?e should be directed to Martin E. Kat:. Compliance officer, 
;;;A;“” DMtILCtr 7200 Lake Ellenor Dzivt, Suite 120, O:lando, Flor&da 

ttikp; ;~S~~~S-OSOO! with a copy CO: 
I, NatLonal Coordrnato: 

Drugs and Biolo9iCs Fraud Branch OEN-316) 
Dfvlsion of Dru9 Labeling COrnplianCt 
Office of Co 

9 
hance - Center for Drugs and Biologics 

5600 Fishers ant 
Rockvillt, Maryland 20657 

Very truly yours, 

Adam J. TNjillO 
District Director 
Orlando District 

William R. Raaac, President 
B a R ship ing Co. 

550-C N.E. 4 7th Street 
Pompano Beach, Florida 33064 

Product: Ever-Thin with Estron-D 

Dear Mr. R&me: 

section SOS (aI :’ The article is a new drug which may not be introduced or 
delivered for introduction into inttrst8tt comncrcc under section SOS(a) OF 
the Ftdcr&l.Food, Drug and Cosmttic Act, since it is a new drug within the 

t 

mc:~ing section 201(p) of the Act 8nd no approval of an l pplic&tion filed 
pursuant 

to section SOS(b) is tfftctfvt for such dru 8, 
investigational exemption under section 505(i P 

8nd no notice of Cl&irPcd 
8nd regulation 312.1 is on 

file for such. drugs. 

Section 502(f) (1): The 8rtiClts art misbranded in thrt the labeling 
fails to bear adequate directions for use for the conditions.for which it 
is offered in its promotional material aad it is not txtmpt from this 
requirement under 

regulation 21 CPR 201.115 since 
mcanrng of section 201 and no ap 

R 
roval 

the rrticlt is 8 new drug within the 
of an application filed pursuant to 

section SOS(b) is effective for t ese articles. 

1tEer 
request 

stating 
th:kt y~;~;;[ly within ten (10) days of your receipt of this 

you will take to discontinue the marketing of 
:tIa; drug product and any other applicable drug which you amy market. If 

correctavc action is not pro tly undertaken, 
Ee;i;tr;kizn l;rt;epartd to initiate "f 

the Food and Drug 
egal action to enforce the law. The 

and Cosmetic Act provides 
products or *injunction 

for seizure of illtg81 
a 

s 
ainst the manufacturer or distributor of illegal 

products (21 USC 332 and 3 41. 
we request that 
11 An ts+imtt 

yo~~f re 
R 

ly include: 
t e quantrty of the drug manufactured or received 

within the past twelve (12) months. 
2) An estimate of the sire and frequency of shipments made by you in the 

past twelve (12) months. 
3) An estimate of the amount of the drug that is in inventory under y?ur 

control and of the amounts that remain in channels of distribution outsxde 
of your control. 

4) The date of discontinuance in the event that you have already 
dis;mt+Ez;d r+rketzng th+ drug product. 

rnttntfon with respect to the disposition of your inventories 
and outstanding stocks in trade channels. 

Your response should be directed to Martin E. Katz, Compliance OffiCec, 



:%~“= 
District, 1200 Lake Ellenor Drive, Suite 120, Orlando, rlorida 

t*l;phone 305-855-0900, with a cony to: 
Arthu: E. Auer, National Coor&natot 
Drugs and Biologics Fraud Branch (HE?+3161 
Division of Drug Labeling Co@lanCC 
office of Co llanca - 

%ne 
center for Drugs and Biologics 

5600 Fishers - --L--1 . , _ U-e.., --A *net-, 

very truly yours, 

Adam J. Trujillo 
District Director 
Orlando District 

Richard L. Blumberg, President 
Athena Products Ltd. Company 
1201 East Atlantic Boulevard 
Pompano Beach, Florida 33060 
Product: Ever-Thin with Estron-D 

Dear Hz. Blrrmbtrg: . 

xt it our information that 
referenced above. The labeling 

nturottansmitter NE 

Stctidn~SOS(a): The article is a new drug which may not be introduced or 
delivered for introduction into interstate conneerce under section 503(a) of 
the Federal Food, Drug and Cosmttic Act, since it is a new drug within the 
meaning 

of section 201(p) of the Act and no approval of an application fi2td’ . 
pursuant 

to section 505(b) is effective for such dru s, and no notice of claimtd 
investigational extxaptioa under section 5OStif and regulation 312.1 is on . 
file for such drugs. 

Section 5021f)(l): The articles art misbranded in that the ltbtling 
fails to 
is 

bear adequate dirtctionseaf;=rT:; for the conditions for which i 
offered in its promotional and it is not extmpt from tNr 

requirement under 
regulation 21 CER 201.115 since tht'articlt is a new drug within the 

meanang of section 201 and no ap 
section SOS(b) is effective for t esc articles. R 

roval of an l pplicatioa filed pursuant to 

let&r 
request that you reply within ten (10) days of your receipt of tNr 

stating the action you will take to discontinue the marketing of 
5:;; drug product 

corrective 
and any other applicable drug which you may market. If 

action is not proxmtly undertaken, the Food and Drug 
Admtnistration is prepared to initiate legal action to tnforct the lab?. The 
Federal Food, Cosmetic Act provides for seizure of illegal 
products ot in~f!ti%da 

s 
ainst the manufacturer or distributor of illtgal 

Droducts (21 USC 332 and 3 41. . 
We request that yo;f 
11 An estimate 

re ly include: 
i t t quantity of the drug manufactured or received 

within the past twelve (121 months. 
2) An estimrtt of the size and frequency of shipments made by you in the 

past twelve (121 months. 
3) An estimate of the amount of the drug that is in inventory under Your 

control and of the amounts that remain in channels of distribution outsldt 
of yrT;~ntrol. 

date of discontinuance in the event that vou have already 
dis;;nt;;z;d qiarkttfng th&s drug product. 

intention wth respect to the disposition of your inventories 
and outstanding stocks in trade channels. 

Your response should be directed to Hartin E. Katz, Compliance OffiCtrr 
Orlando District, 7200 Lake Elltnor Drive, suite 120, Orlando, Florrda c 



.I 
:- 

. 

c- 

c 

32809, 
ttltp;t 305-955-0900~ with a co?y to: 

r 5. ;rucr, NatLonal Coordznato: 
Drugs and BiologiCs Fraud Branch (?iF?+316) 
Division of Drug Labeling Coz@ianct 
Office of Co kanct - Center far Drugs and 3iologics 
5600 Fishers T ant 
Rockvillt, Haryland 20857 

Very truly yourh 

Adam J. Trujillo 
District Director 
Orlando District 

. 
l/9/59 

DIALOG(R)F 1SB:DIOGENES 
(c) 1996 DIOGENES. All rts. rtserv. 

00026038 00185458 
REGULATORY LETTER 4i8/85 TO PHOENIX LABORATORIES: DHEA COMPLEX TABLETS 
DRUG BRRND w(S): DKER COWL&x 
~~~xt~NEEXC& NAHE: DHEA. DENYDROEP~ROSTERONE 

: PHOENIX HICKSVILLE, HEW YORK 
SOURCE: FOI SERVICES FULL TEXT (fil 
DocWENT TYPE: REGULATORY ACTION (REG) 
PUW,,ICATION DATE: 850408 
TEXT: 
Sidney Rich, President 

Phoenix Laboratories, Inc. 
175 Lawnan Lane 
Kic,ksvillt, New York 11801 . . i .* 
Dtit hr. Rich: _. * _ 

: . 
‘It is' our inf&ation that your firm is mmufacturing tht'&odu& DBER 

con!pltx~ :'. " . . . - 
' 500 “x&'. for various private label distributors. The lab;e&r Tablets, 

this product state that it contains dehydroepiandrosttront 
Promotional material associated with tBis product make claims in part fo;. 
its use in inhibiting weight 

The ingredient, DHEA, AS c asstd as a sttroidal hormone and therefore is s 
ain. . 

~zYdtd 0rU; 
a drug u1th.h 

gcn&ally 
and Cosmetic Act 

thfg;anit 
7. 

of section 201(g) of the Federal 
Further, since tNs drug is not 

recognized as safe and effective for the above referenced claim. 
or other thera eutic 
stctr% 201(p) and 5 S(a) t 

claisas, it is a new drug within the meaning of’ 
of the Act. 

In view of the above, the artielt, D?iEA Complex Tablets, SOOmg., as a 
drug, is in violation of the Act as follows: 

Section SOS(a): The artiolt 1s a new drug wNch may not be introduced or 
$ivtred for introduction rnto mtcrstatt comtfce under section SOS(a) of 

Ftdtral Food, Drug and Cosmetic Act, since Lt is a atw drug uithia the 
meaning 

of section 201(p) of the Act and no approval of an application filed 

from this requirement under regulation 21 CFR 

and no l p roval of an application filed pursuant to section SOS(bl 
FjELtivt for t is article. 

is a ntu drug within the meaning of section 

ri* 
request that you rep1 

the action you url Y 
within ten days of your receipt of this letter 

‘z-;f;z take to discontinue the marketing of this drug 

E 
If such corrective action is not promptly undertaken. the Food and 

rug Administration is prepared to initiate lt 
s 

al 

i’%nst the manufacturer or distributor zs 
The Act provides for seizure 

action to enforce the 

i:iiG!? products (21 USC 332 and 
products and injunctton 

3 3 41. 
W; request that youEfrtply include: 

An estamatt the 
within the past 12 months. 

quantity of the drug manufactured or rtitivtd 

2. An estimate of the size and frequency of shipments made by you in the 
past 12 months. 

3. An estimate of the amount of the drug that is in inventory under your 
control and of the amount that remains in channels of distribution outside 



. 

of yc ju: control. 
The date of discontinuance in the event that you have already 

dis@nt+;z:d nmrkcting this drug produc:. 
intention with regard to the disposition Of your inventory and 

ou;minding stock fzhkz",e ;%annelr. 
response sent to Clarence L. ua1trous. Dircctar. -------. 

Coqliancc Branch at the above address with a COPY to: 

Arthur Auer, National Coordinator 
DrUgs and Biologics Fraud Franc!, HFV-316 
Divtsion of Drug Labeling Ceaxphance 
Center for Dnlgs and Bio ogres 
5600 Fishers Lane 
Rockville, HD 20857 

sincerely, 

George J. Gerstcnberg 
District Director 
Food and Drug Administration 
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